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fffff-fffTr iriVm % fffrr 

0 00 

TnfVff 
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%,-triTrzwr fspjfaff Tr titt 

:mo 

TFffiffff TTff 
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fffnfffffft ffT fffmffT 
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( 2 ) OTtott ijtt fr qr’fr qiowT % fao 'ikhm q 77 ? mo 

(iqfaq 77 ! % f*w) 

( 3 ) vOiqq q^V ^rkfij % f r i'* qrqi qr?? j 5 n 

( 4 ) f^r qsqqqT^tr qi"^^ q==r vr 'nMsm q^r mo 

irfgqTTi 
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qqrfwfq sra^nrrq r f¥rqq qT qrqrfr 'kq%qqr jrrr q^ra qrr 

41 H Tq^r k-4V ■^Tf- l W4 ! Ji 4 ,j T I').')) mrroi 1 
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afTqy qt 7 ; a.qT9q qnrtfT kyr, 10 4 5 , 1 - 5-70 qqr TOitnn- 
f».q ^q qqqrqqq TTr qf^qr* qr^nq (^qrr^q fqqiq) TqijT 

q fqqq sfrqftr Jr? JFmjq arofr, irfakqq ai'rr fq^Tr (tft 
■ft. rfr, r^r. ) qr qfrqfkq S, '£ 1 qqn , q[^ qqq kqq'r 

ir wot q? tiqqrq qiq —3 *srr (j) ( 1 ) q qf^ftpr fqrq- 
fqFuq q^OTiw qprqqrftiq far qn # — 

j. qT.qrT.fq. 1241 ,qiqref 0 - 10-1 a 70 

2 qr.qq.fr. 1243 ,qpfrr o-iu-ia7n 

3 qr.qr.fr. 1243 ,hkm g- 10-1970 
4 - qr. qq. fr. 12 s 1 , qqre 12 - 10-1030 
5 . OT.qq.fr. 4 30, TFfr 10 - l-su 

0 . qr.qr.fr. 77y,q(rr<sr 20 - 7 -ou 
7 OT.qq.fr. s 10 (w),qrarij 22 - 9-80 

k. ot. qrr. fr. omo, qptT 5 - 12-80 

y OT.qq.fr. 681 (q) TROT 5-12-80 
jo, OT.qq.fr. 682, (q/.OTfrsr 5 - 12-80 

11 . »tt. qq. fr. 27 (ir),?rT»fa 17 - 1-31 

12 . OT.qq.fr. 4 7 8 (w) , qpfr? b- 8- S 1 

l . 7 OT.qq.fr, 62 (?r) qirVsr 15-2-8 2 
14 . ot. qq. fr. 462 (*r), qr/to 22 - 6-82 
15- OT.qq.fr. 510 (?r),OTdqr 2<r7-Sa 
ib ot, qq.fr. 13 (^r),OTqfrr 26-7-82 
i7. OT.qq.fr, .718 (rr),qRr>T 1-5.84 
18 OT.qq.fr. 331 (W), OTOT5 8-5-8 4 
19.OT.qrT.fr. 460 (rr), OTfrqr 20-6-8 1 
20 . OT. qq. fr. 437 (iq), mflTq 2-7-84 

21• OT.qq.fr. S9 (W), nPkl 1 6-2-85 
22 OT, qq. fr. 788 (t), OTTF? 10-1 0-85 
23. OT, qq. fr. 17 (T), OT 7 'W 7-I-S6 

2 i. OT.qq.fr. 104a (*r)i qr^riq 20 - 5-86 
25 . OT.qq.fr. 1060 (rr),qrniq 5-6-86 
26 .OT.qq.fr. 11 15 (w),’TPfrsr 30-9-86 

27. OT. qq. fr. 71 (rT),^! 7 ^ 30-1-87 

28. OT. <PT.fr. 570 (*r),OTfrq 12-6-87 

29. OT. qq, fr. 626(qr),qRkr 2-7-87 

30. OT.qq.fr. 792 (*T), OTTPT 17-9-87 
Ji. OT.qq, fr. 371 (*r),nirfr 14-3-88 
32. OT.qq.fr. 75 (w), TFOI 2 - 0 - 8 '-' 

33.OT.qrT.fr. 675(rr), qrfo? 2-6-88 

34 . OT, qq. fr. 676 (rr), OTOT3T 2 - 6-88 

35. OT.qq.fr. 67 7 (qr). PlkW 2-6-8 8 
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36. FT. FT. fir. 681 6-6-83 

37- FT. FT. fa. 735(5T) J Fpfar 24-6-88 
38. ft. *pt. Ft. si3 (w),Frifar 27 - 7-88 

39 ft.ft. f. 94.i(T),TrT^r 21 - 9-88 

40 (Tf. FT. fa. ■13(!T) j gT^P5- 20-1-89 

41. FT. FT. fa. 44 (S'), TTfftT 20-1-89 ( Ffaw ) 

42. FT. FT. IT. 100 (f), FflfW 14-2-89 ( ) 

43- FT. FT. fa. 443 (F^FTThff 12-4-89 ( ) 

44 . FT. FT- fa. 588 (F), FlfW 2-6-89 ( HjfaTPS' ) 

■15. FT. FT, IF. 691 (Tf),5FW 11-7-80 

46- FT. FT. IF. 784 (f) FTfhff 28-8-89 
47. FT, •FT, fa. 16 (F),FPfW 1-10-89 
-ly. FT. FT. IF. 73] (F),FTTTW 23-8-00 
40. FT. FT. (F. 865 (f), FTflFT 25-10-90 

so- ft. ft. If. 11 (F) 1 Frft»ar 7 - 1-91 

51- FT. FT. fa. 223 (F), FTThF 19-4-01 

52. FT. FT. fa. 246 (f), 1-5-01 

53 FT. FT. fa. 301 (F),Fnffar 7-6-91 

54. FT. FT. fa. 302 (f), Fpfaf 7-0-91 

55. FT. FT. fa. 191 (F),Frtfar 25-7-91 

56- FT. FT. fa. 495 (F), FfaW 25-7-91 

57 . ft. FT. fa. 532 (f), FTfW 14-8-01 

58- FT. FT. fa. 626 (F),Frfaar 14-10-91 

59. FT. FT. fa. 668 (F),Flifar 7-11-91 

60 . FT. FT. fa. 730 (F),TTfaff 10-12-91 

61. FT. FT. fa. 59 (F),Ffafar 22-1-42 

62. FT. FT. fa. 305 (f), FTOH 4-3-92 ( ) 

63. FT. FT. fa. 445 (f), FITW 30-4-02 

64. FT. FT. fa. 597 (F),FTffar 17-6-02 

65. FT. FT. fa. 603 (F),FtffaT 3 - 7-92 

66. FT. FT. fa. 723 (F).Ffafaf 11-8-92 

67. FT. FT. fa. 796 (F),mfnST 1-10-02 

68. FT. FT. fa. 877 (F),?Ffta 17-11-92 

69. FT. FT. fa. 004 (f), TtlOw 2-12‘92 

70. FT. FT. fa. 923 (F),FKfaT 14-12-92 

7 1- FT. FT. fa. 27 (F^Frftn 22-1-93 ( Jjfim } 

72. FT. FT. fa. 28 (F), Ffata 22-1-93 
73- FT. FT. fa. 86 (F), flTTta 26-2-93 
74. FT. FT. fa: 296 (f), Flffaf 24-3-93 

75- FT. FT. fa. 373 (F),trrdn 13-4-03 ( SjfaW) 

76. FT. FT. fa. 371 (f), flTthST 13-4-93 ( tn ftfW ) 

77. FT. FT. fa. 447 (f), FTTW 10-6-03 ( > 

73. FT. FT. fa. 058 (F), OTChy 10-10-33 

70. FT. FT. fa. 673 (F),tnfW 27-10-93 
80- FT. FT, fa. 108 (F), OTtVF 22-2-94 
8]. FT. FT. fa. 109 (F),nrfa» 23'3-94 
C3. FT. FT. fa, 3^0 (fi),(IT(»f 
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83. FT. FT. fa. 466 (FI* 17-5-94 

84. FT. FT. fa. 615 ( F), Frifat L-8-94 

85. ft. ft. fa- 659 (f), FIT)* 31-8-04 

86 . FT. FT, fa. 676 (f), 6-4-94 

87 . FT. FT. fa. 8 11 f F ), FFTTW 1 4 - 11-94 

88 - FT. FT. fa. S 12 (f), TTThT 14-11-94 

89 . FT. FT. fa. 850 (F),FKW 7-12-04 

90. FT. FT. fa. 55 (F), FTThF 7-2-95 

91- FT. FT, fa. 59 {F^FTTfa' 7-2-95 

92. FT. FT. fa. 93 (f),F1TW 24-2-95 

93. FT. FT. fa, 405 (fJ.FTT)*' 0 - 6 - 9 S 

94. FT. FT. fa. 496 (f),FPOV 9-6-05 

95. FT. "IT. fa. 49-J (F) Frfrw 9-6-95 

96. FT. FT. fa, 553 (F), tTHfaf 20-7*98 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health! 

NOTIFICATION 
New Delhi, the! 1 th January, 1996 

G-S.R. 24(E).—The follow ing draft of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945, which Has 
Central Government propose to make, after consultation with 
Drugs Technical Advisory Board, in exercise of the powers 
conferred by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as required by the 
said sections for the information of all persons likely to He 
affected thereby and notice is hereby given that the shld draft 
rules will bo taken into consideration after the expiry of* 
period of sixty days from the date on which the copies of 
the Official Gazette in which this notification is puMisbed, 
are made available to the public. 

Any objections for suggestions which may be received form 
any person with respect to the said draft rules before the expiry 
of the period so specified wilfabe taken into consideration by 
the Central Government; which may be addressed to the 
Secretary Ministry of Health and Family Welfare, Nirmaa 
Bhawan,Ncw Delhi. 

DRAFT RULES 

(1) These rules my be called the Dings and Cbemcttaj 

( Amendment) Rules, 1W. 

(2) They shall come into force on the date of their flea! 
publication in the Official Gazette. 

2. In the Drugs and Cosmeties Rule!, 1945. 

For Schedule *B\ the following shall be substituted, nambfyj— 

"SCHEDULE B 
(see rulea 7 £ 41) 

Fees for test or analysis by the Central Drue Labor* teties 
ot buto Drugs Laboratories ; 

I L Fees for test and assay of Dregs rduuiiirigUac of aaqaala* 

Rupoot 

Adrenocortiootrophic hormone as say 1000 

Gonadotropic bomaohc for LLf activity food 

1-201 Activity IQflO 
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Posterior pituitary' extract or its 

400 

synthetic substitute for oxytocin activity 
Vaspopressor activity 

400 

Insulin and Insulin In combination for 

2000 

Irypoflycactuic activity 

HyahjronWase 

500 

Glucagon 

2000 

Hcjarin for anticoagulant activity 

000 

Protamine sulphate 

300 

Depressoror Histamine like substance 

300 

Pyrogen text 

500 

Amlgenetitity or foreign protein test 

300 

Abnormal or undue toxicity or safety 

200 

test 

Oetermlnation of Lethal doses LDj 0 or 

800 

UI\g in mice 

Sirin sensitlvliy/eye irritation/ 

250 

iBiftfantatkm test 

Mitrobiological tests and assays ■» 
Bktassay of Antibiotic 

400 

Microbiological assay of vitamins 

300 

Pbeaot coellfclent 

300 

Preservatives —* Microbial challenge tost 

200 

Sterility test — Parenteral preparations 

100 

surgical dressings 

200 

syringes and needles 

300 

transfusion and infusion 
sets or assemblies 

400, 

Gther sterile devices 

300 

WfeutilfcatloB tests- 
fa) Chemical method 

50 

(b) MiCrencBpieal 

SO 

(c) IH. Spectroscopy 

150 

<d) tTV Spectroscopy 

1 00 

(e) Chromatopgmphy 
(i) Paper 

100 

Hi) Thin layer 

150 

(lift Column 

100 

fiv) GiC 

250 

<v) HPLC 

300 

(vl) del fitoucion 

300 

{0 Ekctrpehoresia 

(1) Paper and cellulose acetate 

200 

00 Polyacrylamide gel, strarch gel, 
agar gel 

300 each 

, Physical tests- 

fa) Optical rotation, specific gravity, 
refractive Index* weight per ml, 
fluorescence 

75 each 

(b) Vbeedty 

iao 

(c) pH, solubility, lens on drying, net 
contest, ash, ailphafed ash etc. 

20 each 

(d) AbaorWacy. wt/unlt ami (surgical), 
foreign matter, extractive value, 
thread count etc. 

30 each 

(cl iMforhiify of weight 


(T) Tablets 

15 

(if) Capsules 

20 

(ft Acid uatue, iedipc value peroxide 
ua hie $jmpnitkaUo v4Lk ia^l 
vAlUe. 

loo each 

(g) Dhi&tegj« tioo teas 
(0 Oidtnftty tablet^ 

20 

(iii OiMJld 

JO 


(iii) Sugar coaled tablets 

50 

(iv) Enteric coated tablets 

100 

(h) Dissolution test 

250 

(i) Uniformity of content 

500 

(j) Wt, per unit area (powder), particle 

size count, methoxy value 

200 each 

fh) Limit test for impurities 

100 each 

fl) Related substances 
(a) TLCmethod 

(i) Without reference std. 

150 

Iii) Withcreferetice standards 

250 

(b) Gas Liquid Chromatography 

(i) Without reference standard 

250 

(ii) With reference standard 

350 

(c) High pressure Liquid chromatography 

(i) Without reference standards 

350 

(ii) With reference standards 

450 

(m) Water (Karl Fisher) 

200 

fj) Assays— 

fa) General chemical methods 

100 for each 
ingredient 

(b) Non.aqueous/instrumctual 

200 for each 
ingredient 

(c) Chromatography 

(i) TLC 

250 

(ii) Column 

200 

(iii) GLC 

350 

(iv) HPLC 

450 

(v) Gel filtration 

400 

(d) Nitrogen determination 

200 

(e) Mcdicianal gases 

400 

Polymorph test 

500 

Content of polymorph A in 
chloramphenicol - palmitate 

SUrgkal sutures (Depending on 

number of test to be carried) 

200-550 

Other miscellaneous tests 

100-500 

11 Fees for Sera & Vaccine - * 

Sterlity test 

10O 

Abnormal toxicity lest 

400 

Specific toxicity test 

800 

inactivation test (Rabies) 

200 

Potency testing of rabies vaccine 

2025 

Potency testing of pertussis fraction 

of DPT vaccine 

2025 

Potency testing of tetanus fraction 

of DPT/DT/TT vaccine 

2500 

Potency testing of diphtheria fraction 

of DPT/DT vaccine 

2700 

Testing of antisera for the specific 

1000 

litre 

Potency testing of Mwsles/Muinps/ 

Rubella vaccine 

1% oadi 

Testing of Ofol Polio Vaccine <Gt*V>- 

Potency 

4548 

Identity 

1000 

Stability 

Sod 
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Potency testing of Japanese 
Encephalitis Vaccine 3900 

Potency testing of Snahe Venom 


Scrum 400 for ea eh 

venom 

Identity test mg for vaccincs/scrd 
Cell culture (other than OPV) 400 

Other than eel I culture 100 

Estimation of voIume/PH/lota) solids/ 

No. ofcorgani sms /pj 1> . sicaJchccki 50 c aclt 

Estimation of total proteins/ 

aluminium content/phcnol/formal- 200 each 
dchydc/thioincrsaj/moisiurc 


pyrogen testing 

500 

"'Testing charges fur stability test for 

vaccines 01 her 

than Oral Polio Vaccine shall be the 

: same as lor 

potency testing, 

1 Cosmetics* 

400-1500 

r Rubber Condoms 

1000 

VHomoeopathic medicines =5 

J - Indentifieation test for raw material 
of botanical origin (other than 
assay of constituents). 

125 

2. Indentifieation test for raw 
material of chemical origin other 
than assay). 

100 

3. I : mil itt( for drugs of chemical 
origin 

150 

4. Assay of total alkaloids or of 
draugs of chemical origin 

100 

5. Identification test for drugs of 
animal origins or microbiological 

100 

fi. Fee for testing of Mother tincture, 
lower potencies upto 3x or 
equivalent 

100 

7, Determination of VU absorbance 

50 


.The exact amount of the fee shall be determined by the 
Direcoor of Laboratory or the Govt. Analyst a s the case 

may be- 

Nole:- 


1. For tests not Jjsted in the Schedule .charges will bo deter¬ 
mined by the Director or the Government Analyst of the 
luboratory/institute as the case may be, 

2 . For the tests relating to Ayurvedic, Unanj and Siddha 
medicines, charges will be determined by the Adviser 
(Indigenous System of Medicine), Director of Government 
Analyst of the Laboratory/fnstitutc as tbe case may be.” 


JI, Section 3, Sub-section (i) of the Gazette of 
India, namely:— 

1. G.S.R. 1241 dated 6-10-1979. 

2. G.S.R. 1242 dated 6-10-1979, 

3. G.S.R. 1243 dated 6-10-1979. 

4. G.S.R. 1281 dated 12-16-1979 

5. G.S.R. 430 dated 19-04-1980. 

6. G.S.R. 779 dated 26-07-1980. 

7. G.S.R. 540(E).dated 22-G9-1980. 

8. G.S.R. 680(E) dated 5-12-1980. 

9. G.S.R. 631(E) dated 5-12-1980. 

10. G.S.R. 682(E) dated 5-12-1.980. 

11. GS..R. 27(E) dated 17-01-1981. 

12. G.S.R. 478(E) dated 6-08-1981. 

13. G.S.R. 62(E) dated 5-02-1982. 

4. G.S.R. 462(E) dated 22-06-1982. 

5. G.S.R. 510(E) dated 26-07-1982. 

S. G.S.R. 13(E) dated 7-01-1983. 

7. G.S.R. 318(E) dated 1-05-1984. 

8. G.S.R. 331(E) dated 8-05-1984. 

9. G.S.R. 460(E) dated 20-6-1984. 

3. G.S.R. 487(E) dated 2-07-1984. 

1. G.S.R. 89(E) dated 16-02-1985. 

2. G.S.R. 788(E) dated 10-10-1985. 

33. G.S.R. 17(E) dated 7-01-1986 . 

24. G.S.R. 1049(E) dated 29-08-1986 

25. G.S.R. 1060(E) dated 5-09-1986. 

26. G.S.R. 1115(E) dated 30-09-1986. 

27. G.S.R. 71(E) dated 30-01-1987. 

28. G.S.R. 570(E) dated 12-06-1987. 

29. G.S.R. 626(E) dated 2-07-1987. 

30. G.S.R. 792(E) dated 17-09-1988. 

31. G.S.R. 371(E) dated 24-03-1988. 


[No. X. IJ014/15/94. DMS&PFAJ 
SHAILAJA CHANDRA, Jt. .Secy. 


Note : The Drugs and Cosmetics Rules, 1945 
as amended upto 1-5-1979 is coutaine4 in the 
publication, of the Ministry of Heatlh aad Family 
Welfare (Department of Health) containing the 
Drugs and Cosmetics Act and theRules'(PDGHS- 
61). Subsequently the said rules have been amend¬ 
ed by the following notifications published in Part 
► 4 — ■*" ’ 


32. G.S.R. 75(E) dated 2-06-19.&8.- 

33. G.S.R. 675(E) dated 2-06-1988, 

34. G.S.R. 676(E) dated 2-06-1988. 

35. G.S.R. 677(E) -dated- 2-06-1988. 
3b. Q.$.R. 680(E) dated 6-06-1988. 

37. G.S.R. 735(E) dated 24-06-1988. 

38. G.S.R.' 813(E) dated 27-07-1988. 



*TF*r TT ’PIT? ; 


7 


m II-:*(i)1 


39. G.S.R. 944(E) dated 21-09-1988 Corri¬ 
gendum. 

40. G.S.R. 43(E) dated 20-01-1989 Corri¬ 
gendum. 

41. G.S.R. 44(E) dated 20-01-1989 Corri¬ 
gendum. 

42. G.S.R. 100(E) dated 14-02-1989. Corri¬ 

gendum. 

43. G.S.R. 443(E) dated 12-04-1989. 

44. G.S.R. 588(E) dated 2-00-1989 Corri¬ 
gendum. 

45. G.S.R. 691(E) dated 11-07-1989. 

46. G.S.R. 784(E) dated 28-08-1989. 

47. G.S.R. 16(E) dated 10-1-1990. 

48. G.S.R. 731(E) dated 23-8-1990. 

49. G.S.R. 865(E) dated 25-10-1990. 

50. G.S.R. 11(E) dated 7-1-1990. 

51. G.S.R. 223(E) dated 19-4-1991. 

52. G.S.R. 246(E) dated 1-05-1991. 

53. G.S.R. 301(E) dated 7-6-1991. 

54. G.S.R. 302(E) dated 7-6-1991. 

55. G.S.R. 491(E) dated 25-7-1991. 

56. G.S.R, 495(E) dated 25-7-1991. 

57. G.S.R. 532(E) dated 14-8-1991. 

58. G.S.R. 626(E) dated 14-10-1991, 

59. G.S.R. 668(E) dated 7-11-1991. 

60. G.S.R. 730(E) dated 10-12-1991. 

61. G.S.R. 59(E) dated 22-1-1992. 

62. G.S.R. 305(E) dated 4-3-1992. (Corri¬ 
gendum) . 

63. G.S.R. 445(E) dated 30-4-1992. 

64. G.S.R. 597(E) dated 17-6-1992. 

65. G.S.R. 663(E) dated 3-7-1992. 

66. G.S.R. 723(E) dated 11-8-1992. 


67. G.S.R. 796(E) dated 1-10-1992. 

68. G.S.R. 877(E) dated 17-11-1992. 

69. G.S.R. 904(E) dated 2-12-J992. 

70. G.S.R. 923(E) dated 14-12-1992. 

71. G.S.R. 27(E) dated 22-1-1993 (Corri¬ 
gendum). 

72. G.S.R. 28(E) dated 22-1-1993. 

73. G.S.R. 86(E) dated 26-2-1993. 

74. G.S.R. 296(E) dated 24-3-1993. 

75. G.S.R. 373(E) dated 13-4-1993 (Corri¬ 
gendum) . 

76. G.S.R. 374(E) dated 13-4-1993 (Corri¬ 

gendum). 

77. G.S.R. 447(E) dated 10-6-1993 (Corri¬ 
gendum). 

78. G.S.R. 658(E) dated 19-10-1993. 

79. G.S.R. 673(E) dated 27-10-1993. 

80. G.S.R. 108(E) dated 22-2-1994. 

81. G.S.R. 109(E) dated 22-2-1994. 

82. G.S.R. 370(E) dated 7-4-1994. 

83. G.S.R. 466(E) dated 17-5-1994. 

84. G.S.R. 615(E) dated 9-8-1994. 

85. G.S.R. 659(E) dated 31-8-1994. 

86. G.S.R. 676(E) dated 6-9-1994. 

87. G.S.R. 811(E) dated 14-11-1994. 

88. G.S.R. 812(E) dated 14-11-1994. 

89. G.S.R. 850(E) dated 7-12-1994. 

90. G.S.R. 55(E) dated 7-12-1995 (Corri¬ 
gendum). 

91. G.S.R. 59(E) dated 7-2-1995. 

92. G.S.R. 93(E) dated 24-2-1995. 

93. G.S.R. 495(E) dated 9-6-1995. 

94. G.S.R. 496(E) dated 9-6-1995. 

95. G.S.R. 493(E) dated 9-6-1995. 

96. G.S.R. 553(E) dated 20-7-1995. 
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